ABSTRACT Despite the considerable resources that have been dedicated to HIV prevention interventions and services over the past decade, HIV incidence among young people in the United States remains alarmingly high. One reason is that the majority of prevention efforts continue to focus solely on modifying individual behavior, even though public health research strongly suggests that changes to a community's structural elements, such as their programs, practices, and laws or policies, may result in more effective and sustainable outcomes. Connect to Protect is a multi-city community mobilization intervention that focuses on altering or creating community structural elements in ways that will ultimately reduce youth HIV incidence and prevalence. The project, which spans 6 years, is sponsored by the Adolescent Medicine Trials Network for HIV/AIDS Interventions at multiple urban clinical research sites. This paper provides an overview of the study's three phases and describes key factors in setting a firm foundation for the initiation and execution of this type of undertaking. Connect to Protect's community mobilization approach to achieving structural change represents a relatively new and broad direction in HIV prevention research. To optimize opportunities for its success, time and resources must be initially placed into laying the groundwork. This includes activities such as building a strong overarching study infrastructure to ensure protocol tasks can be met across sites; tapping into local site and community expertise and knowledge; forming collaborative relationships between sites and community organizations and members; and fostering community input on and support for changes at a structural level. Failing to take steps such as these may lead to insurmountable implementation problems for an intervention of this kind.
INTRODUCTION
It is estimated that at least half of all new HIV infections in the United States and worldwide are among people under 25 years of age; the vast majority of these infections occur through sexual activity. 1, 2 In the United States, between 2001 and 2004, the estimated number of individuals living with HIV and AIDS increased for those between the ages of 15 and 24, while HIV/AIDS cases remained the same or decreased for other age groups (25-29 and 30-49 years) . 3 Calculations show that the proportion of young people diagnosed with AIDS has increased from 3.9% in 1999 to 5 .1% in 2004. 3, 4 As HIV/AIDS continues to proliferate in the adolescent and young adult populations in the United States, its spread continues to be predominant among heterosexual young women of color and young men who have sex with men (YMSM). 3 These are populations that often lack social power and face oppression in the form of sexism, racism, and heterosexism. [5] [6] [7] [8] [9] In 2003, only 15% of the adolescent population in the United States was estimated to be African American and 16% Latino/a; yet, approximately two-thirds of 13 to 19 years olds living with AIDS were African American and 21% Latino/a. 4 In a cross-sectional study of YMSM between the ages of 15 and 22 in seven metropolitan communities, overall HIV seroprevalence was 7.2% with a range across the communities from 2.2 to 12.2%. 10, 11 These rates were higher among African American (OR = 6.3) and Latino (OR = 2.3) youth, as compared to White youth (referent group), demonstrating seroprevalence rates of 14% for African Americans and 7% for Latinos. Other recent studies of urban youth have corroborated findings of higher HIV seroprevalence rates among YMSM of color, with rates for African Americans ranging from nine to 12 times those for Whites. 12, 13 A review of published, well-controlled intervention studies aimed at decreasing the spread of HIV and other sexually transmitted infections (STIs) among adolescents suggests that programs focused on individual behavior (e.g., condom use) can reduce HIV/STI risk-associated behavior and theory-based determinants of such behavior. [14] [15] [16] [17] [18] It remains unclear, however, whether the effects are sustainable for the long term. Most studies would suggest that they are not. To enhance opportunities for long-term sustainability, intervention activities cannot be aimed solely at changing individual behavior; they must also work to change the structural features of a community-such as its programs, practices, and laws or policiesthat place certain groups of people at increased risk of becoming infected. [19] [20] [21] [22] [23] Despite a call for HIV prevention interventions at the structural level, this method is clearly underutilized in the United States as a way of thwarting the spread of infection among adolescents. 23 This may be partially due to the increased time, cost, and complexity associated with developing and implementing such interventions. A structural approach requires not only a shift in the current practice and funding of HIV prevention research, but also the use of alternative research designs and implementation of social change strategies borrowed from other disciplines. 23, 24 In addition, the process of building and maintaining successful relationships between researchers and community members and agencies, which is critical to achieving and sustaining structural change, is often complicated and requires a variety of resources. 24, 25 The project described in this paper, Connect to Protect (C2P): Partnerships for Youth Prevention Interventions, reflects this new generation of research. C2P employs scientific principles related to community mobilization, community capacity building, and community involvement to attempt structural changes that are expected to ultimately lead to decreased rates of HIV. The study is supported by the Adolescent Medicine Trials Network for HIV/AIDS Intervention (ATN) at research sites in multiple urban areas. The ATN, a network of adolescent medicine health specialists funded under a cooperative agreement with the National Institutes of Health, conducts research on youth who are at risk for, or are living with, HIV infection. Sites that have taken part in C2P activities thus far include those located in Baltimore, Boston, Bronx (New York), Chicago, Ft. Lauderdale, Manhattan (New York), Los Angeles, Miami, New Orleans, Philadelphia, San Diego, San Francisco, San Juan (Puerto Rico), Tampa, and Washington, DC. Metropolitan areas are the focus of this study because they are the geographic regions with the highest rates of HIV infection among youth. The specific communities that are part of this study reflect a diverse array of urban populations and include those youth subpopulations at highest risk for the infection, such as African American and Latina heterosexual females and YMSM.
To ensure fidelity to the research protocol and facilitate project implementation across all sites, C2P built a unique study infrastructure that involves a central administrative entity. This administrative infrastructure, along with local site and community expertise and collaboration, provides the necessary foundation to successfully initiate and guide a study of this scale and complexity within many distinct and dynamic cities.
THEORETICAL FOUNDATIONS: STRUCTURAL CHANGE AND COMMUNITY MOBILIZATION
Structural Change Related to HIV Acquisition and Transmission Structural level determinants are features of the environment that typically exist outside of individual participation or control. They are essentially built into the surroundings, thus creating the structure of the environment within which people operate. [26] [27] [28] [29] Individuals may not even be aware of the influence these factors have on their interactions, behaviors or exposure to HIV. BMacro-structural determinants^drive the epidemic. They are socio-economic conditions such as poverty, gender inequality, racial oppression, and mobility. 21, 22, [28] [29] [30] [31] [32] [33] While exact mechanisms linking such determinants to HIV transmission are difficult to identify, clearly the impact of these broad social forces produces a disproportionate spread of disease. 20, 28, 33 Rooted in these conditions are Bintermediate-structural determinants.^They encompass the availability of resources, physical structures in the environment, organizational structures, and laws and policies. 27, 29, 33, 34 While addressing macro-level determinants may ultimately be necessary, intermediatelevel ones are, in general, more tangible and feasible to alter. 29 Thus, they make excellent targets for change.
C2P's intervention focuses on intermediate-structural elements such as programs, practices, and laws and policies that are believed to be associated with HIV risk among youth. While the discourse surrounding structural change is constantly evolving, one proposition is that structural change can impact health via availability, accessibility and acceptability. 27 Structural changes to programs generally improve the availability, accessibility, or acceptability of resources. As applied to HIV prevention, they may come in different forms ranging from health and social services to the provision of condoms and clean needles. 34 Practices are generally defined as a particular way of doing things, such as how a school system operates or the ways in which coverage is offered by a health insurance company. 35 New or modified practices can improve the effectiveness of an organizational structure to better address the determinants of HIV acquisition and transmission. Laws and policies are defined as written or unwritten guidelines that regulate the environment and individuals within that environment. 35 Existing laws and policies can themselves be structural determinants that influence the transmission of HIV, like prohibiting the sale and distribution of sterile injection equipment, which in turn may increase the likelihood of needle sharing. 36 
Community Mobilization and HIV Prevention
One methodological approach to facilitating structural change is through community mobilization. In this context, community mobilization typically refers to the organization of communities for the purpose of developing and implementing programs that address a specific prevention effort. 37 It involves various segments or sectors of the community coming together to identify common problems, set goals, pool resources, and take action on shared concerns. 38 One essential component of community mobilization that has been highlighted by several authors is the empowerment of and collaboration among grassroots organizations and community members who have a common interest in the targeted issue. 39, 40 Community mobilization efforts for adolescent health issues have predominately focused on decreasing or eliminating the use of alcohol, tobacco, and other drugs. Such interventions have been implemented in the United States as well as in Latin American countries, such as Mexico, Brazil, and Bolivia. [41] [42] [43] [44] [45] A number of these studies have used models that focus on recruiting key opinion leaders and other community leaders to work together. Others also emphasize the importance of involving existing community agencies and building capacity in organizations so improvements have a better chance of being sustained. 46 These interventions have been somewhat limited in that most have implemented standardized programs and/or brought about structural changes related to access to substances, and few have been rigorously evaluated. [47] [48] [49] [50] In one of the few studies that reported outcome data, a substance use prevention intervention that included church community mobilization involving parent and youth training, early intervention services, and case management was implemented in five communities over 5 years. 42 Repeated measures gathered over a one-year period in each community revealed that the program moderated effects of the onset and frequency of alcohol and other drug use among high-risk youth between the ages of 12 and 14. 42 Such community mobilization interventions have not been widely used to try to lower youth HIV infection rates. Focusing on adolescent sexual activity involves a set of challenges that are different from those for substance use, perhaps particularly when attempting to achieve structural change. As aforementioned, many interventions targeting substance use rely on making changes to regulations of access; since sexual activity is not regulated in the same way, a unique range of community structural elements that may have an impact on youth HIV risks and rates needs to be identified and addressed.
CONNECT TO PROTECT'S APPROACH
C2P's approach draws upon both structural change and community mobilization theories to attempt to reduce HIV incidence and prevalence among urban youth at LAYING THE FOUNDATION FOR CONNECT TO PROTECThigh risk for the disease. The project is comprised of three distinct phases, described in detail below. Phases I and II (the former completed and the latter nearing completion at the time this paper was written) were designed to allow sites to gather data needed for informed decision-making and to build collaborative partnerships with community agencies and members. The completion of Phases I and II prepare sites for Phase III, the community mobilization intervention. The intervention addresses gaps in the research literature with its Bbottom-upâ pproach, whereby the community takes part in both identifying and trying to achieve intermediate-level structural changes that may reduce HIV acquisition and transmission among youth.
Phase I: Mapping and Community Outreach
The objectives of Phase I included each site: (1) generating a youth HIV/AIDS epidemiological profile for the urban area in which the site is located; (2) using the profiles to select within the city (a) geographic areas of high risk that are appropriate for C2P efforts and (b) a population on which to focus, such as YMSM, young women who have sex with older men, or youth IV drug users; and (3) creating partnerships with community-based organizations and agencies that can or may be able to reach the population of focus and are located within or serve the identified high-risk areas.
The first and second objectives were achieved by having each site gather existing morbidity (e.g., STI/HIV), behavioral (e.g., crime, delinquency), and demographic (e.g., income) data for 12 to 24 year olds, or as close to this age range as possible, by age, gender and race/ethnicity. The data were then sorted and Bmapped^onto city and/or county maps using a geographic information systems (GIS) software program. Each site created approximately 25 maps that collectively provided a detailed snapshot of their city's area(s) and youth population(s) of highest HIV risk. For the third objective, sites invested a significant amount of time meeting with community representatives, hosting and attending events to create awareness of C2P, finding ways to incorporate youth input into the project in meaningful ways (e.g., involving them in informational materials development), and identifying organizations and agencies that were appropriate to formally invite as partners.
The core of C2P's success is likely to be in each site's ability to connect with community representatives from key local entities in ways that result in effective collaborative relationships. To facilitate this, sites used C2P-specific interview instruments to engage a potential partner in one-on-one discussions about his or her organization's mission, activities, ability to reach high risk population(s) and geographic area(s), and general interest in C2P. Potential partners included those who had historical relationships with the site, as well as new individuals and agency representatives. Using methods outlined in the research protocol, sites synthesized data from the maps, interview responses, and other sources (e.g., site staff knowledge of their city's political and social climate) to identify and invite approximately 20 community partners to join C2P activities. The data were also used to determine a partner's anticipated level of involvement, that is, a Bmain,B supporting,^or Badvisory^role based on interest, expertise, and resources available, such as time to devote to C2P activities. A formal meeting hosted by the site and attended by community partners marked the conclusion of Phase I. The goals of the meeting were to initiate the collaborative process, share knowledge of the population and geographic areas of focus, and begin preparing for Phase II activities.
Phase II: Interviews with Youth, Venue Identification, and Partnership Activation and Assessment Phase II advances the project at each site by: (1) defining in more detail the specific locations or venues (e.g., clubs, community centers, parks) within the city where the population of focus spends time; (2) describing HIV risk behaviors, social networks and HIV seroprevalence of youth recruited from the identified venues; (3) Bactivating^the partnerships established in Phase I; and (4) assessing the characteristics, quality, and outcomes of the partnerships.
A range of research methodologies is utilized to meet the first two objectives. First, HIV-infected youth from clinics in each urban area are interviewed to reveal possible venues where adolescents and young adults at high risk for acquiring the disease spend time and/or congregate (henceforth referred to as Bcongregation venues^). Second, additional data are gathered at the identified congregation venues via a street-based interview to determine whether members of the site's population of focus can be reached there. The street-based interview, in combination with an ecological assessment of the location's physical environment (i.e., observed businesses, professional services, shared community resources, and underground economies), point to limitations and/or facilitating factors in reaching the population of focus. These data are triangulated with community partner input to make the most informed decisions about final venue selection for further data collection. Once the venues have been selected, HIV serosurveys are administered there to individuals from the population of focus whose HIV status is unknown to site staff. The HIV serosurvey has two components: an anonymous structured interview using the Audio Computer-Assisted Self-Administered Interview (ACASI) technique and an anonymous HIV antibody assay. The interview is designed to assess the population's HIV risk behaviors (e.g., unprotected sex; alcohol and drug use) and social networking patterns (e.g., where and how individuals meet and socialize with their friends and sex partners). The purpose of the assay, the results of which are not yet available, is to estimate HIV seroprevalence across all sites. * The partnerships established during Phase I are being activated in Phase II with a series of working meetings held approximately every two months. During these meetings, site staff and their community partners share information on congregation venues, how to reach the population of focus, and HIV prevention strategies. In order to assess the characteristics, quality, and outcomes of these relationships, another set of research and evaluation methodologies is being used. This involves C2P's central administrative entity, referred to as the BNational Coordinating Center^(described in detail later), periodically administering questionnaires and indepth interviews to site staff and community partners and then providing feedback to sites based on the collected data. The feedback is aimed at building the strength of the partnerships, improving organizational structure and functioning, and summarizing the stated benefits and challenges of working together.
Phase III: Community Mobilization Intervention
The final phase of the project is the community mobilization intervention. To effectively meet Phase III goals and to gain wider acceptance of the project, a vital step is for the sites and their community partners to actively recruit and involve members of the broader community to take part in C2P activities. Representatives of various community sectors such as family, youth, government, schools, business, media, legal justice system, and more will be invited to participate, as deemed locally appropriate. It is expected that over time the diversity of sectors represented and the number of representatives sitting at the table will grow. Together, site staff, their community partners established during early phases, and newly invited community sector representatives will comprise a BC2P coalition[ that will drive Phase III activities. Figure 1 illustrates Phase III's framework. Adapted from several sources, it has as its underpinning the Anderson and May 51-53 model for transmission dynamics of HIV infection. According to their model, an epidemic will persist if the reproductive number R0, defined as the average number of secondary infections generated by one infection, is greater than 1. R0 is, in part, a function of the probability that a susceptible person has sex with an infected person and the efficiency of transmission of HIV from an infected to an uninfected person during sex. 54 On the left side of the model is the community mobilization intervention. For C2P, this is defined as the strategic planning process BVMOSA^that includes the coalition developing a vision, mission, objectives, strategies and, ultimately, an action plan. 51, [55] [56] [57] Before finalizing decisions on which structural changes to pursue, the coalition will gather input on the feasibility and importance of the proposed objectives from Boutside^local health experts, that is, individuals not involved in C2P activities that are thought to have knowledge and insight of their city's youth and HIV situation.
The action plan will detail the selected structural change objectives, the proposed steps for achieving them, and anticipated barriers or facilitators. The execution of the action plan will be a dynamic process throughout Phase III and will involve ongoing review and revision as objectives are met and new ones are added. This ongoing process will allow the coalition to make critical decisions about structural change objectives that can strengthen local authority and incorporate FIGURE 1. Phase III community mobilization intervention for reduced HIV incidence and prevalence.
local norms, standards, and priorities. Community involvement of this type is expected to promote greater acceptance of the structural change objectives, thus creating an environment for sustainability should they be achieved.
In the middle of the diagram are the intermediate outcomes. One is structural change. For C2P purposes, this is defined as new or modified programs, policies, or practices that are logically linkable to HIV acquisition and transmission and can be sustained over time, even when key persons responsible for making the change are no longer involved. Structures are the targets for change, whereas individuals may be directly or indirectly impacted. When setting structural change objectives, the discussion must include whether the effect of the change is likely to persist (i.e., risk is reduced) and if there is a supporting infrastructure in place-independent of the coalition or C2P-related resources-that increases the likelihood that the change will be maintained. Structural change achieved by the coalitions may include things such as: improved quality and availability of mental health and drug abuse treatment services; improved detection of HIV/STIs and referrals for services; improved (and new) social venues that support healthy lifestyles; new and expanded youth development programs; expanded VCT (voluntary counseling & testing); prevention case management; and youth-friendly HIV primary care programs. Given Phase III's bottom-up orientation, each urban community may have a distinct array of structural changes.
The second intermediate outcome is the adaptation and implementation of a relevant community-level program from the Centers for Disease Control and Prevention (CDC) Compendium of HIV Prevention Interventions. 58 These programs are aimed at changing the risk profiles of youth. The goal is to maintain fidelity to the selected program's core elements while adapting and delivering it to the community. The CDC program is included in the Phase III framework to facilitate community mobilization. Structural changes can take a significant amount of time to achieve, and community mobilization efforts can wane in the absence of short-term successes. The program activities address this by allowing for more immediate results, such as those related to condom usage, while working toward broader changes to the community's structural elements.
On the right side of the proposed model is the ultimate outcome, reduced HIV incidence and prevalence, as well as the determinants of HIV transmission and acquisition suggested by the Anderson and May model-reduced probability of infected sex partners and reduced efficiency of HIV transmission. A third, more Bmacro-level^determinant identified in the model is stigma. HIV/AIDS-related stigma is widely acknowledged as a barrier to public health efforts related to: HIV test-seeking and other preventive behaviors; care-seeking behavior upon diagnosis; quality of care provided to HIV-positive patients; disclosure of diagnoses to others; and the perceptions and treatment of persons living with HIV/AIDS by communities, families and partners.
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DATA ANALYSIS
Each C2P phase has a unique data analysis plan consistent with that phase's objectives. Information regarding Phases I and II will be only briefly described here and will be presented more fully in other papers, along with detailed results. This section's emphasis will be on plans for testing Phase III hypotheses.
For Phases I and II there are no formal hypotheses. In Phase I, data analysis chiefly involved interpreting the maps, HIV-positive youth interview data, and community partner input to make decisions such as which congregation venues to select for HIV serosurvey data collection. Thus, the overall analysis was qualitative in nature. For the Phase II, the calculations focus on the precision of estimation of the proportion of subjects, by gender and city, who are HIV-positive. Estimates of HIV prevalence will also be provided for all cities pooled, although that summary may refer to heterogeneous proportions that have no common value.
Given the features of Phase III, a quasi-experimental study design will be employed where it is expected that there will be naturally occurring variations in the Bdose^of the intervention (i.e., the level of community mobilization across communities). The focus of the intervention is the community and the outcome of interest is change in the community over time. The principles of a clinical trial design are difficult to apply to a study of this nature because we are observing ecological factors across dynamic units of measurement (e.g., communities or cities) that cannot be rigorously controlled or randomized.
As part of Phase III, sites are re-collecting and re-examining the same type of surveillance data that were mapped during Phase I to look for changes in disease patterns in the geographic area of focus versus a comparison community. Site staff will also be documenting community mobilization activities such as steps taken toward structural change objectives and the number of objectives achieved over time. In addition, throughout Phase III some sites will continue to collect risk behavior data, such as that collected in Phase II, during the ACASI portion of the HIV serosurvey. In the final year of the study, these sites will also include the anonymous HIV antibody assay. This information, along with the analytic process used to test the study hypotheses (described below), will support the overall Phase III data analysis plan.
The theoretical framework (see Fig. 1 ) will guide the overall evaluation of the study. The hypotheses (H1-H3) refer to the relation of numbers of community actions and levels of community mobilization, both venue-level covariates, to venue-and community-level outcomes. Hierarchical models appropriate to such data are discussed by Skrondal and Rabe-Hesketh and Sullivan, Dukes, and Losina. 62, 63 The hypotheses will be assessed as follows: (1) the extent of community mobilization and broader community changes (H1); (2) the success of the adaptation and implementation of the selected CDC program (H2); and (3) the changes in public health surveillance indicators of HIV risk (H3). Specifically, the hypotheses state:
H1: Increasing levels of community mobilization will be associated with increasing levels of structural change over 4 years, as measured by new or modified programs, policies, and practices, within and across intervention communities.
This hypothesis asserts that there is a relation between two ecological variables, each defined only at the level of a community. With 4 years of data, each community defines a time-series, with five observations (baseline plus later values). We will fit a simple regression model to the entire data set with a random effect for community.
H2: Higher levels of community mobilization will be associated with successful adaptation and implementation of the selected CDC program over 4 years, as measured by high fidelity to the core elements of the program and delivery of the adapted intervention to the target community, respectively, across intervention communities.
This hypothesis is a paired time series, and the analysis for H1 is applicable.
H3: Intervention communities will have a greater reduction in public health surveillance indicators of HIV risk, including number of new cases of HIV and other STIs, compared to non-intervention demographically similar communities within ATN cities at the end of the study.
This hypothesis refers to change over 4 years and is based on a test of the null hypothesis of no within-community change (using paired data). This is also an assertion that, holding one community-level covariate fixed (time over 4 years), there is no effect of another community-level covariate, intervention or not. This community-level analysis is informed by individual-and venue-level covariates.
It should also be noted that the project is not specifically designed to examine independent effects of structural change and the CDC program on HIV. This would require a classic 2-by-2 study design in which some communities had structural changes with the CDC program, some had the structural changes without the CDC program, some had the CDC program without structural changes, and some had neither. This is not feasible for reasons outlined above. However, communities might sort themselves into these four groups during the study and the measures of the level of structural change and of successful adaptation and implementation of the CDC program could be used to assess their independent effects post hoc.
CONNECT TO PROTECT STUDY INFRASTRUCTURE
A cornerstone to successfully initiating a multi-phase, multi-site community mobilization intervention such as C2P is the creation of strong study administrative infrastructures at both local and central levels.
Local Site Administrative Infrastructure
Sites are based at universities, hospitals, and medical centers and are both clinical providers and research units. While guided by a central administrative entity, described below, each site operates independently with its own staff. Although the staffing structure at each site is organized somewhat differently, all have a resident principal investigator to provide oversight and research direction, site coordinators to direct day-to-day operations, and outreach workers to facilitate and implement community-based research activities. The educational backgrounds, experiences, and areas of expertise of the site coordinators and outreach staff vary considerably across sites. This is seen as a source of strength; across sites, staff share ideas for and knowledge of C2P-related topics and experiences.
Central Administrative Infrastructure A central administrative entity, the National Coordinating Center (NCC), has been established as a type of headquarters or Bnerve center^that works closely with the sites and a data and operations center (Westat in Rockville, MD). Most NCC staff members are based at Johns Hopkins University in Baltimore, MD (the protocol chair's institutional home), or DePaul University in Chicago, IL (a co-investigator's institutional home). The NCC keeps track of protocol-related activities at each of the sites, provides direction and technical assistance, and fosters cross-site communication and collaboration. This is achieved by having ongoing communication with site staff via conference calls, an online message board, e-mail, training sessions, and ATN-sponsored semi-annual meetings. The dynamic and unpredictable nature of a community-based study and the distance between each site and the protocol chair/co-investigators are two aspects of this study that the NCC helps to mitigate.
The NCC's primary responsibility is to ensure that steps of the research protocol are consistently implemented across all sites. This means that the NCC facilitates the decision making process but does not make final decisions about local issues. For example, sites were tasked with making specific decisions throughout Phases I and II related to geographic areas of focus, populations of focus and venues to conduct research. While these types of decisions were ultimately made at the local level, each site discussed their data findings and decision-making steps with the NCC to ensure that (1) a uniform and analytical process was used by each site to arrive at decisions within a timeframe consistent with the protocol, and (2) the local decision reflected the intent of the protocol. Specifically, some sites found it difficult to narrow to one subpopulation of youth during Phase I and were inclined to identify several subpopulations of Bhigh risk^youth. In these cases, the NCC talked them through the expectations of the protocol, reviewed local data and contextual factors with site staff, and helped them reach a decision that was appropriate for the local community and within the parameters of the protocol. The ultimate decision of which subpopulation to select was made locally, but the NCC guided sites in selecting only one subpopulation, as was consistent with protocol expectations.
In Phase III, the role of the NCC will shift from serving as a monitor of protocol expectations to serving as a reflective body that provides feedback about intervention activities. As a sounding board for the sites, the NCC will continue to refrain from local decision making but will provide recommendations to sites and their coalitions so that they are better equipped to make progress toward their goals.
Ongoing and Accessible Technical Assistance: Training and Materials The NCC coordinates and delivers trainings (e.g., using GIS software, strategic planning, cultural competency) to sites throughout the various phases of the protocol. This ensures that all sites have the basic knowledge and skills necessary to carry out a protocol task, in addition to contributing to the consistency by which protocol steps are implemented across sites. The trainings are developed by NCC staff members alone or in conjunction with individuals such as outside consultants and site staff who have particular areas of expertise.
The NCC also provides sites with ready-made materials, such as C2P informational brochures and slide presentations. This increases the likelihood that uniform messages about the study are being shared with the community. While consistency is important, it is also recognized that there is much value to encouraging sites to tailor NCC-created pieces to best meet and speak to their particular community needs. As such, sites localize parts of the materials-such as inserting local maps and data into prepared presentations-while maintaining the core message of the study as described by the NCC. Sites also have the option to develop their own community materials, such as fact sheets or flyers, to complement or enhance those provided by the NCC.
BReal Time^Feedback Mechanisms A crucial aspect of NCC feedback to sites focuses on the collaborative relationships. The NCC has several mechanisms in place to inform sites of their progress in this area and to allow them to make adjustments as necessary. One mechanism includes process evaluation measures administered to site staff and other coalition members that assess the quality and functioning of the relationships (e.g., how well members communicate) at various points. After each round of data collection, the NCC summarizes findings and shares them with the sites. Areas of strength and opportunities for improvement are highlighted, so that a coalition can celebrate their successes as well as work on challenging areas.
A second mechanism is the ongoing, systematic input sites receive from the NCC on the strategic planning process, action plan execution, and CDC program adaptation and delivery. Sites share this information with their coalitions throughout Phase III so that they can work together to further their mobilization efforts and/or receive additional technical assistance and training as needed.
Evaluation of the Administrative Infrastructures
Independent of the NCC and sites, a Quality Assurance Team (QAT) has been established to conduct an ongoing process evaluation of the organizational structure and functioning of the overall C2P project. The internal process evaluation system created by the QAT members includes collecting information from all members of the C2P project-site staff, community participants, and NCC staff-via multiple methods (e.g., surveys, interviews)-and then providing feedback to both sites and the NCC. Because this evaluation involves ongoing monitoring and is focused on improving the internal structure and functioning of the overall C2P project, the QAT provides findings to the NCC and protocol chair on a continual basis so that potential problems can be addressed more immediately. This feedback loop has helped to keep the C2P structure responsive to the evolution and growth of the project. This ongoing evaluation not only enhances the work carried out by the NCC and site staff, but can also be used to inform other researchers and community members interested in carrying out similar projects.
DISCUSSION AND CONCLUSION
The research literature increasingly reflects the understanding that for healthrelated interventions to be successful, a paradigm shift must occur to include structural level change instead of merely attempting to change the individual. 64 C2P is attempting to achieve structural change in multiple urban areas through community mobilization activities. Initiating a project of this magnitude not only requires a framework with strong theoretical grounding in community mobilization and related concepts, but also entails: (1) building a central administrative infrastructure that facilitates the process across sites and (2) supporting and encouraging local site and community expertise and collaboration.
Central Administrative Infrastructure
The central administrative infrastructure promotes consistency across sites by aiding them in adhering to the research protocol and avoiding usual implementation pitfalls. NCC trainings and feedback help to build the capacity of and Blevel the playing fieldâ cross sites, especially given the varied experiences and skills of site staff and cityspecific challenges encountered. The NCC also facilitates cross-fertilization among sites so that staff can share ideas and successful strategies with one another.
A noteworthy and somewhat unexpected lesson learned by the NCC is that in the same way sites are encouraged to promote trust, buy-in, and ownership of the project in their communities and with their coalition members, the NCC staff has to encourage these elements among its Bcommunity^of staff from the sites. The NCC does this on recommendation of the QAT by spending a significant amount of time building and maintaining trusting relationships with site staff and by providing support and technical assistance as promised. This is essential in order for the NCC to guide sites through difficult decision-making processes and to offer recommendations that are openly received and considered.
Local Site and Community Expertise
Local site and community expertise is the essence of C2P. The project's three phases allows for sites and members of the community to incrementally get to know each other's strengths, to integrate C2P into any pre-existing collaborations as appropriate, and to best understand community risks, needs, and priorities. While each phase engages the community to some degree, the most active involvement will occur during Phase III. Throughout the project, sites also attempt to Bgive back^to the community in meaningful ways (e.g., providing community partners with data that might lead to funding opportunities for their organizations). By directly involving the community in critical decision-making and giving back, common concerns about research-such as researchers Bgetting what they wantf rom communities and then leaving-are being alleviated.
While local site and community expertise is a tremendous strength of this project, it is also associated with some of the main challenges of this study. It is important to have continuity throughout the three phases, yet because the study spans 6 years, it is expected that there will be site staff turnover and changes in partnerships over the course of the project. A second challenge is that, given the varied experience and skill set of site staff and community partners, different levels of technical assistance have been and will continue to be needed to ensure comparable functioning across sites.
In conclusion, a community mobilization intervention that focuses on achieving structural change has the potential to curb, for the long term, the spread of HIV even among the most vulnerable youth populations in urban high-risk areas. Compared to other approaches that have been used over the last two decades, this type of project is in its infancy. To optimize C2P's opportunity for success, time and resources are first being put into laying a strong foundation at both the local and central levels. It is through this process that a prevention infrastructure can be built-one that yields the levels of community involvement, ownership, capacity, and trust that are needed to carry out often time-intensive, sometimes complex attempts to change the very structures that can hinder or facilitate HIV prevention among youth.
